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1 )KI Responsive to communication(s) filed on 30 December 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 

6) 13 Claim(s) 16-18.20.22.25 and 27-30 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 
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DETAILED ACTION 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 12/30/08 has been entered. 

Claims 16-18, 20, 22, 25 and 27-30 are under examination. 



Response to Amendments/ Arguments 

Applicant's arguments filed 12/30/08 are acknowledged and have been fully considered. 
Any rejection and /or objection not specifically addressed is herein withdrawn. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 
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Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 16-18, 20, 22, 25 and 27-30 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 7, 19, 20, 23, 
and 27 of copending Application No. 10/498,215. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the sustained release 
composition contains the same lactic acid polymer molecular weight averages, same peptide 
equivalent and is used to prevent or treat the same diseases . 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Applicant's arguments were carefully considered but were not found persuasive. 
Applicant requests that the provisional obviousness-type double patenting rejection be held in 
abeyance because the '215 application is undergoing examination. However, the examiner 
requests a terminal disclaimer be filed at this time. 



Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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Claims 16-18 , 20, 22, 25 and 27-30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Okada et al (USPN 6,1 13,943) in view of Hutchinson (USPN 5,889,1 10). 

The instant invention is drawn to a sustained release preparation comprising a 
combination of first microcapsules which release a GnRH agonist (or LHRH) for 5 months or 
longer and second microcapsules which release a GnRH agonist (or LHRH) for a term shorter 
than 5 months. 

Such compounds having GnRH activity include, specifically, leuprorelin, buserelin and 
goserelin, see, i.e, for example, specification, page 2, lines 2-4. 

Okada teaches a sustained release preparation comprising a polymer of lactic acid having 
an average molecular weight of about 25,000 to about 60,000 and a physiologically active 
peptide, wherein the peptide is leuprorelin, leuprorelin acetate, buserelin or goserelin, and which 
releases the physiologically active substance over a period of at least five months, see, ie., 
abstract, column 1-2, claims 1 and 11. Okada discloses when the physiologically active 
substance is leuprorelin or leuprorelin acetate, a sustained release preparation is useful for 
diseases such as prostatic cancer and breast cancer, see, i.e., for example, column 20. 

Okada does not teach a short term use of the sustained release preparation. 

Hutchinson teaches extended release pharmaceutical compositions, which suitable 
pharmacologically active peptides such as LHRH, leuprorelin, buserelin, and goserelin, see, i.e., 
for example, abstract, column 2, claim 4 and 14, . Hutchinson discloses experiments for the 
release of goserelin over relatively short periods of time of 5-7 weeks, see, i.e., for example, 
column 26. Huttchinson teaches a lactide/glycolide co-polymer having a weight average 
molecular weight of about 15,000 Da, see, i.e., for example, column 30. 
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Based upon the beneficial overall teachings provided by Okada with respect to 
Hutchinson , Hutchinson discloses similar formulations can be manufactured using, in place of 
goserelin, either leuprorelin or buserelin and continuous release over a relatively long period of 
time of up to 6 months, see, i.e, for example column 25 and 22. Okada discloses the dose of the 
sustained release preparation per administration for one month in terms of a physiologically 
active range, see, i.e, for example, column 20. 

From the teachings of the references, it is apparent that one of ordinary skill in the art 
would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 

Applicant's arguments were carefully considered but were not found persuasive. 
Applicant contends that the cited references do not teach a blood concentration of the GnRH 
agonist within one week after administration is about 2 ng/ml or higher . Further, applicant 
contends that the cited prior art does not teach or suggest a combination of two kinds of 
microcapsules of polymers having different weight average molecular weights to produce a 
sustained release preparation. However, the examiner contends that this intended in vivo 
functional effect would be intrinsic to (and/or obvious over) the sustained release product 
reasonably suggested by the cited references (as discussed above). Further, the adjustment with 
respect to the in vivo blood concentration level for such a sustained release preparation would 
have been obvious to the skilled artisan within the pharmaceutical art (including within the 
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sustained release pharmaceutical art). Further, the examiner contends that Huttchinson teaches a 
lactide/glycolide co-polymer having a weight average molecular weight of about 15,000 Da and 
Okada teaches a sustained release preparation comprising a polymer of lactic acid having an 
average molecular weight of about 25,000 to about 60,000 and a physiologically active peptide. 

Conclusion 

All claims are rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Roy Teller whose telephone number is 571-272-0971 . The 
examiner can normally be reached on Monday-Friday from 5:30 am to 2:00 pm.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang, can be reached on 571-272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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